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Emergency Medical and Trauma Services Section

Trauma Program, HFEMS – A2

4300 Cherry Creek Drive South

Denver, Colorado 80246-1530
If you have any questions, please contact:
(303) 692-2983

Requesting a Waiver
It is the policy of the Colorado Board of Health, the State Emergency Medical and Trauma Services Advisory Council (SEMTAC), and the Colorado Department of Public Health and Environment (CDPHE) that every designated trauma facility complies in all respects with applicable rules/regulations.  It is also the understanding of these entities that there may arise unique circumstances that make it difficult or impossible for a facility to fully comply with a portion of the regulations.  

Since no set of regulations can anticipate every possible circumstance, the State Board of Health has approved regulations regarding the submission and approval of waivers.   The attached packet contains the information and forms necessary to submit such a waiver application to CDPHE.  Upon application to the Department, a waiver of a specific regulation may be granted in accordance with the waiver application process defined in the state Board of Health rules 6 CCR 1015-4, Chapter 3, Section 301.E, Submission and approval of waivers-Level I-V facilities.

This process applies only to trauma regulations promulgated by the Colorado Board of Health and relating to state designation of health facilities as trauma centers.  Nothing contained in these provisions abrogates the applicant's obligation to meet minimum requirements under state licensing, federal certification, or local safety, fire, electrical, building, zoning, and similar codes.  Nothing in this document authorizes a waiver of any statutory requirement under state or federal law.  In addition, the waiver is not in effect until approved by the department as described below.

Submission Process and Requirements

The Application

Facilities seeking a waiver must submit a waiver application on the form attached.  The waiver application must include the completed form and additional information necessary to support the waiver application.  The department may require the applicant to provide additional information, and the application will not be considered complete until the required information is provided.  The applicant shall have the burden of proof throughout the waiver process.  A completed waiver application will be reviewed by SEMTAC (or a designated committee thereof) before the department makes a final decision on the application.  Therefore, applications must be submitted at least thirty (30) days prior to a SEMTAC meeting to be placed on SEMTAC’s agenda.  Applications completed fewer than thirty (30) days in advance will be placed on the subsequent SEMTAC agenda.  The department will publish and notify all designated trauma centers about the scheduled SEMTAC meeting agenda and date.  

Notice to the Public
The facility submitting the waiver application must post notice of the waiver application and a meaningful description of the substance of the request at all public entrances to the facility and in at least one area commonly used by the patients.  The notice must be posted no later than the application’s submission date and must remain posted for at least thirty (30) days.

The notice must describe where to send public comments within that 30-day period.  Comments should be directed to:

Section Chief, EMTS Section

CDPHE, HFEMSD-A2

4300 Cherry Creek Drive South

Denver, CO  80246

Notice to Prehospital Providers

The facility must distribute a copy of the public notice to prehospital providers in the community served by the facility, at the same time the notice is posted in the facility.

Departmental Review

The department shall consider all information submitted by the applicant, the information timely submitted by interested persons, and whether granting the waiver would adversely affect the health, safety or welfare of the facility’s patients.  The department may also consider any other information it deems relevant, including but not limited to, complaint investigation reports, information submitted with previous trauma designation applications, findings from previous designation reviews, etc.

SEMTAC Recommendation and Department Decision-making Process
The department will provide SEMTAC (or a designated committee thereof) with a staff assessment of the waiver application.  SEMTAC will review the request and make recommendations to the department concerning approval, disapproval, or approval with modifications.  After receiving SEMTAC’s recommendations, the department will evaluate and send notice of its decision to the facility administrator within thirty (30) days of a recommendation from SEMTAC (or its designated committee).

Conditions and Length of Waivers

If the waiver is granted, the department may specify the terms and conditions of the waiver.  The department may require the submission of progress reports from any facility granted a waiver.  If the waived rule is amended or repealed, obviating the need for the waiver, the waiver shall expire on the effective date of the rule change.  Under no circumstances will a waiver be granted for a period longer than the designation cycle for that facility.
Termination, Expiration, Revocation, Suspension, or Other Modification of a Waiver and Denials of Waiver Applications

Termination of Waivers
Unless a timely application is received by the department as described herein, a waiver will automatically terminate upon change of ownership of the facility as defined in 6 CCR 1011-1, Standards for Hospitals and Health Facilities, Chapter II, Part 2, Section 2.9.1.  If the department receives a waiver application from a prospective new owner prior to the effective date of the change of ownership, the waiver will remain in effect until such time as the department acts on the application.

Facilities wishing to maintain a waiver beyond its expiration must submit a new waiver application to the department no less than ninety (90) calendar days prior to the expiration of the current waiver.

Revocation or Suspension
The department may revoke or suspend a waiver if it determines:

· That its continuation jeopardizes the health, safety, and/or welfare of the patients; or

· The applicant has provided false or misleading information in the waiver application; or

· The applicant has failed to comply with conditions of the waiver; or

· The department determines that a change in federal or state law prohibits continuation of the waiver.

Denial of Waiver Application
If the department moves to deny a waiver application, it will provide a notice of the denial of the waiver application to the facility.  The department shall also inform the facility of its right to appeal the denial and the procedure for appealing the denial.  (See appeals below.)

Revocation, Suspension, Summary Suspension, Limitation or Other Modification to an Existing Waiver

If the department proposes to revoke, suspend, limit, or otherwise modify a waiver, the department will notify the facility and inform the facility of its right to appeal and the procedure for appealing. (See appeals below.)  If the department summarily suspends a waiver, the department will provide the facility with notice of such suspension in writing along with information regarding a prompt hearing on the matter.

Appeals

Appeals of departmental denials, revocations, suspensions, summary suspensions, limitations or modifications of waiver applications will be conducted in accordance with the State Administrative Procedure Act, Section 24-4-101, et seq., C.R.S.  
Instructions for Completing Waiver Application Form

1. Before completing the "Waiver Application Form" (found on the next page), please read the waiver application process defined in the state Board of Health rules 6 CCR 1015-4, Chapter 3, Section 301.E., Submission and Approval of Waivers-Level I-V facilities (Attachment A). Granting of waivers is conditioned upon meeting the requirements in these rules/regulations. Prior to granting a waiver, specific consideration shall be given as to whether the intent of the rule/regulation is met.

2. Each specific waiver application must be submitted on a separate Waiver Application Form.

3. Type in all responses on the Waiver Application Form in the form fields provided.  Any responses or attachments on separate sheets of paper are to be properly identified and stapled to the Waiver Application Form.  

4. When finished, print out a copy for the trauma director’s and the administrator’s signature.  

5. Attach copies of all of the required public notices with the completed Waiver Application Form.

6. If there are difficulties in completing any part of the waiver application, contact the Trauma Program Director, (303) 692-2983. 

Return completed Waiver Application Form(s) to:

Trauma Program Director 

CDPHE, HFEMS-TRA-A2 

4300 Cherry Creek Drive South 

Denver, CO 80246-1530
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Trauma Program - Waiver Application Form

Please complete all of the following questions.

Facility Information
Name of Facility 
     
Mailing Address
     



     
Street Address
     
                                         
(if different from mailing address)


Administrator
     





     



Name

                   


  Telephone Number

Trauma Service
     





     
Director

Name

                   


  Telephone Number

Request Date

     
Designation Level
     
Contact Person
     





     



Name

                   


  Telephone Number




     



Email Address

Has the facility requested a trauma waiver(s) in the past?  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  

If yes, please explain.      
Does the facility have any trauma waivers currently in place?  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  

If yes, please explain.      
Rule for which Waiver is Requested
Is this waiver application in response to an official notice of a specific deficiency?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  

If yes, specify the date of the notice.   Notice date      
Identify the specific regulatory requirement in 6 CCR 1015-4 Chapter Three - Designation of Trauma Facilities for which the facility is requesting a waiver.

(Please use a separate form for each specific waiver application.)

         

Is it possible to remedy the requirement by implementing a short-term (less than 12 months) corrective program? 
 Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  Please explain.

     
Current/Previous Efforts to Comply with Rule
Please describe the facility’s historical efforts to comply with this rule/regulation and why compliance has now become an issue.

     
Please include an explanation of how the facility's present situation does not comply with the rule.

     
Proposed Alternative
Please describe the facility’s proposed alternative(s) to meet the intent of the rule/regulation that is the subject of the waiver application

     
Please describe the programs or services offered by the facility that are anticipated to be affected by the waiver

     
Please include an explanation of why granting the waiver would not adversely affect the health, safety, or welfare of the facility's patients

     
Please explain how the facility will monitor the alternative method of meeting the standard with regard to patient care and outcomes, including a description of the audit filters and the quality improvement process to be used for such monitoring.

     
Length of proposed waiver – Please describe the time period for which the waiver is being requested.  Remember that the waiver cannot last longer than the designation period.

     
Financial Impact

Please explain the estimated cost of complying with the rule/regulation, including capital expenditures and any other associated costs.

     
Please explain the estimated cost of the proposed alternative.

     
If applicable, please explain how applying the rule/regulation would create a demonstrated financial hardship on the facility that would jeopardize its ability to deliver necessary health care services to patients.

     
Required Attachment
Please attach a copy of the notice required to be posted pursuant to Board of Health rules 6 CCR 1015-4, Chapter 3, Section 301.E., Submission and Approval of Waivers-Level I-V facilities.

Certification
I certify that the information herein and attached is true, accurate, and complete to the best of my knowledge.


Signature of the Administrator




Date


Trauma Service Co-Director





Date


Co-Trauma Service Director





Date

(if applicable)



Colorado Department of Public Health and Environment

       December 2006
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